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Annex 30

to Procedure for Conducting Experl
Evaluation of Materials Pertinent to
Medicinal Products, which are
Submitted for State Registration (Re-
Registration) and Expert Evaluation of
Materials about Introduction of Changes
to the Registration Documents during the
Validity Period of Registration
Certificate (clause 4, section IV)

Clinical Trial Report

1. Name of the
icinalproduct

number of

ificate, if
vailable)

Takeda Manufacturer Austria AG, Industriestrasse 67, l22l Vienna, Austria

Takeda Manufacturing Austria AG, Industriestrasse 67, 1221 Vienna, Austria

4. Trials conductcd:
tl:t
X] yes no If not, substantiate

1) type of the
inal product,

istration was
Antihernorrhagic, B02BD03-Blood coagulation factors

. Full name of the
inical Trial,

linical trial code

Prospective, open-label, randomized, parallel study to evaluate efficacy and safety of
prophylactic versus on-demand treatment in subjects with hen-rophilia A or B and a
high-titcr inhibitor; FEIBA NF Prophylaxis Study; 090701

. Clinical trial

inical trial
from 31 Mar 2009 till 17 Oct20l2
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Z. Applicant

J. Manufacturer
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